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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 09 March 2004 . 
2a)Q This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) Q Claim(s) is/are allowed. 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 
Status of the Application 

[1] Claims 1-7, 9-17, 24, and 26-32 are pending. 

[2] Applicants' amendment to the claims, filed March 09, 2004, is acknowledged. 
This listing of the claims replaces all prior versions and listings of the claims. 
[3] Receipt of a Declaration under 37 CFR 1 .132, filed March 09, 2004, is 
acknowledged. The Declaration has been considered by the examiner. 
[4] Applicant's arguments filed March 09, 2004 have been fully considered and are 
deemed to be persuasive to overcome some of the rejections previously applied. 
Rejections and/or objections not reiterated from previous office actions are hereby 
withdrawn. 

[5] The text of those sections of Title 35 U.S. Code not included in the instant action 
can be found in a prior Office action. 



Claim Objections 

[6] In view of applicant's amendment to claim 26, the objection as set forth in item [7] 
of the Office action mailed October 09, 2003 is withdrawn. 

[7] Claim 6 is objected to under 37 CFR 1 .75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. 
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Claim Rejections - 35 USC §112, Second Paragraph 

[8] In view of applicant's amendment to claims 1 , 9, 24, 26-27, and 30-31 , the 
rejection under 35 USC 112, second paragraph as set forth in item [9] of the Office 
action mailed October 09, 2003 is withdrawn. 

[9] Claims 1-7, 9-17, 26, 28-29, and 32 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claim 1 (claims 2-7, 9-17, 28-29, and 32 dependent therefrom) and 26 recite the 
limitation "the bacterial starter culture" (see line 2 of part (ii)). There is insufficient 
antecedent basis for this limitation in the claims. It is suggested that the claim be 
amended to replace "the bacterial starter culture" with, for example, "a bacterial starter 
culture." 

Claim Rejections - 35 USC § 112, First Paragraph 
[10] The written description rejection of claims 1-3, 6-7, 9-17, 24, 26-27, and 30-32 
under 35 U.S.C. 112, first paragraph, is maintained for the reasons of record as set forth 
in item [10] of the Office action mailed October 09, 2003 and for the reasons stated 
below. It is noted that applicants' arguments jointly address the written description and 
scope of enablement rejections. Applicants' arguments have been addressed herein 
only to the extent the arguments address the instant written description rejection. 
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Applicants argue the specification describes a written description of bacterial 
strains that can be used in the amended method claims. Applicants argue that the 
genus of recited bacterial strains has been sufficiently described by relevant identifying 
characteristics. Applicants argue the use of pur- and thyA mutant strains was only 
exemplary and the specification discloses the use of other non-proliferating strains, 
citing the examples of "resting cells", "non-dividing cells", and "conditional mutants." 
Applicants argue the Declaration of Dr. Janzen (hereafter referred to as the "Janzen 
Declaration") shows the applicability of other bacterial strains to the claimed method and 
provides an example thereof, citing DNA polymerase mutant strain. Applicants' 
argument is not found persuasive. 

The examiner maintains the position that the two disclosed representative 
species of bacterial strains, i.e., a purine (Pur-) or thymidine (thyA) auxotrophic bacterial 
strain that have the ability to replicate in a medium supplemented with purine or 
thymidine, respectively, but fail to replicate in milk as milk does not comprise sufficient 
purine or thymidine to support growth of the auxotrophs (see Dickley et al. US Patent 
5,691,185, columns 1 1 and 30), fail to represent the entire genus of recited bacterial 
strains. Other than these two representative examples, the specification fails to disclose 
any other representative species by relevant identifying characteristics as defined by 
MPEP 2163 as follows: "complete or partial structure, other physical and/or chemical 
properties, functional characteristics when coupled with a known or disclosed 
correlation between function and structure, or some combination of such characteristics" 
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and the disclosure of "resting cells", "non-dividing cells", and "conditional mutants" is not 
a relevant identifying characteristic of the claimed genus as defined by MPEP 2163. 

As stated in a previous Office action, MPEP § 2163 states that "[f]or inventions in 
an unpredictable art, adequate written description of a genus which embraces widely 
variant species cannot be achieved by disclosing only one species within the genus." In 
this case, the genus embraces widely variant species, which is undisputed by 
applicants. For example, the genus of bacterial strains of claim 1 encompasses species 
of bacteria having any alterations that result in a bacterial strain "which is not capable of 
DNA replication, RNA transcription or protein synthesis in said milk but is metabolically 
active and thereby enabling acidification of said milk" and has the ability to replicate in a 
medium other than milk. The Janzen Declaration does not compensate for the 
deficiencies of the specification in failing to describe the genus of recited bacterial 
strains and only supports the examiner's assertion that the genus embraces widely 
variant species. It should be noted that the specification fails to disclose the cited DNA 
polymerase mutant strain as described in the Janzen Declaration. Even assuming 
arguendo this example were disclosed in the specification, this example, in addition to 
the two representative disclosed species, would fail to represent the entire genus of 
recited bacterial strains, which encompasses widely variant species having any 
alterations that result in the desired phenotype. 

[11] The scope of enablement rejection of claims 1-7, 9-17, 24, and 26-32 under 35 
U.S.C. 112, first paragraph, is maintained for the reasons of record as set forth in item 
[1 1] of the Office action mailed October 09, 2003 and for the reasons stated below. It is 
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noted that applicants' arguments jointly address the written description and scope of 
enablement rejections. Applicants' arguments have been addressed herein only to the 
extent the arguments address the instant scope of enablement rejection. 

Applicants argue the specification one of skill in the art to make the full scope of 
recited bacterial strains that can be used in the amended method claims. Applicants 
argue the use of pur- and thyA mutant strains was only exemplary and the specification 
discloses the use of other useful non-proliferating strains, citing the examples of "resting 
cells", "non-dividing cells", and "conditional mutants." Applicants argue the Declaration 
of Dr. Janzen (hereafter referred to as the "Janzen Declaration") shows the applicability 
of other bacterial strains to the claimed method and provides an example thereof, citing 
DNA polymerase mutant strain. Applicants argue that Dr. Janzen's assertion that "the 

disclosure is sufficient for me to construct bacterial strains which are 

useful in the claimed method" is evidence that Dr. Janzen did not have to engage in 
undue experimentation to practice the various aspects of the claimed invention, 
Applicants' argument is not found persuasive. 

The examiner maintains the position that undue experimentation is required to 
enable the full scope of the claimed invention. The specification, while being enabling 
for a method of fermenting milk by: isolating a purine or pyrimidine auxotrophic bacterial 
strain; propagating the bacterial strain in a medium supplemented with purine or 
pyrimidine, respectively, to obtain a bacterial starter culture; and adding the bacterial 
starter culture to milk, wherein the bacterial strain ferments the milk, does not 
reasonably provide enablement for the broad scope of claimed methods. It is noted that 
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applicants fail to address the examiner's analysis of the factors of In re Wands as set 
forth in a previous Office action (see item [11] of the Office action mailed October 09, 
2003). Nonetheless, it is noted that the claimed methods are so broad as to use any 
bacterial strain for modifying milk that "is not capable of DNA replication, RNA 
transcription or protein synthesis in said milk but is metabolically active and thereby 
enabling acidification of said milk" and having the ability to replicate in any medium 
other than milk (as recited in claim 1), wherein the bacterial strain is modified by any 
means such that it possesses the desired characteristic(s). Other than the two disclosed 
working examples, there is no specific guidance in the specification for any other 
bacterial strain(s) having the desired characteristics and the Janzen Declaration does 
not compensate for the deficiencies of the specification in failing to enable the broad 
scope of recited bacterial strains. In view of the absence of such guidance, a skilled 
artisan recognizes the high level of unpredictability in altering a bacterial strain (by any 
method) with an expectation of obtaining a bacterium having the desired phenotype. 
Even assuming arguendo the example of a DNA polymerase mutant were disclosed in 
the specification, this example, in addition to the two working examples, would fail to 
enable the full scope of recited bacterial strains for use in the claimed methods, which 
broadly encompasses the use of bacterial strains having any alterations that result in 
the desired phenotype. It is not routine in the art to alter a bacterium by any means 
available to screen such bacterium for a desired phenotype - in this case, a bacterial 
strain that is not capable of DNA replication, RNA transcription or protein synthesis in 
said milk but is metabolically active and thereby enabling acidification of said milk. In 
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view of the broad scope of the claims, the lack of specific guidance and working 
examples in the specification, the high level of unpredictability, and the significant 
amount of experimentation required to make all bacterial strains as used in the claimed 
methods, a skilled artisan would recognize that undue experimentation is required to 
practice the claimed invention. As such, the specification does not enable the full scope 
of claimed methods. 

[12] It is noted that the deposit requirement under 35 USC 112, first paragraph for 
claims 28 and 29 has been satisfied in view of applicant's submission of Declarations of 
Deposit filed November 14, 2002. It should be noted that one of the Declarations 
concerning deposit of DSM 1 2289 is not present in the electronic file. Action is being 
taken to have this document scanned into the electronic file. 



[1 3] Status of the claims: 

• Claims 1-7, 9-17, 24, and 26-32 are pending. 

• Claims 1-7, 9-17, 24, and 26-32 are rejected. 

• No claim is in condition for allowance. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David Steadman, whose telephone number is (703) 
308-3934. The Examiner can normally be reached Monday-Friday from 7:30 am to 4:00 
pm. If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
supervisor, Ponnathapura Achutamurthy, can be reached at (703) 308-3804. Any 
inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Art Unit receptionist whose telephone number is (703) 308- 
0196. 

David J. Steadman, Ph.D. 



Conclusion 




